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[Docket No. 98 N-0721 ] I

Agency Information Collection Activities; Submission for OM Review; Comment

Request; Premarket Approval of Medical Devices

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice. I

SUMMARY: The Food and Drug )\dministra[ion (FDA) is mnouncin: (ha the proposed collection

I

of information listed below’ has been submitted to the Office of fvfanagcn em and Budget (OMB )

for retiew and clearance unckr the Papcrw’ork Reduction ,Act of 1995 (th I PRA).

DATES: Submit w’rit[en comments on [he collection of in for~ma[ion by (i~!Scr[ (1[1[(’ .30 ([(1)’ Y (i/tPr

d([te ofp[(blic’arioil i}l tile Federal Register).

ADDRESSES: Submit written comments on the collection of information 1.Othe Office of Information

and Regulatory Aff~irs, OMB, Ncw Executive Office Bldg., 725 17th St. NW., rm. 10235,

Washington, DC 20503, Attn: Desk Officer for FDA.

FOR FURTHER INFORMATION CONTACT: Peggy Schlosburg, Office of Inf rmation Resources

1

Management (HFA-250), Food and Drug Administration, 5600 Fishers Lane, Rockville, MD

20857, 301-827-1223.

SUPPLEMENTARY INFORMATION: In compliance with section 3507 of the PRA (44 U.S.C. 3507),

1

FDA has submitted the following proposed collection of information to MB for review and

clearance. In the Federal Register of October 6, 1998 (63 FR 53675), th agency requested

comments on the proposed collection of information. No comments wer received.

Due to a clerical error, the title of the information collection that ap~eared in the Federal

Register of October 6, 1998, was incorrect. The correct title follows.
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I. Pretnarket Approval of’\ledical Devices—-

1

?1 CFR p;lrt S14 und F ,\AI.\ Sections 201,

202, 205, 207, 208, 209 (OI$IB Control Number 0910-023 l—Extensi II)

Section 515 of the Federal Food, Drug, ond Cosmc[ie \ct (the act) d~1 U.S.C. 360c) sets

forth requirements for premarket approv~l ot certoin medical dc~iccs. U@r section 515 of the

/

act, an application must contain several pieces of information, including: FLdl reports of all

information concerning investigations showing whether the device is saf - and effective; a statement

of components; a full description of the methods used in, and the facilities and controls used for,

the manuf~cture and processing of the device; and labeling specimens. Tl le implementing

regulations, contained in part 814 (21 CFR part 8 14), further specify the c:ontents of a premarkct

approval application (PMA) for a medical device and the criteria FDA wi 11employ in approling,

denying, or withdrawing approval of a PJMA. The pllrposc Of th~sc regul~ TIOI1Sis to est~lblish WI

efficient and thorough procedure for FDA’s review of PMA’s for class II ! (premarkct approfral )

medical devices. The regulations will facilitate the approval of PMA’s fol- devices that have bccll

shown to be safe and cffecti~c and othmvise meet the statutory criteria f{w approval. The

regulations will also ensure the disapproval of PMA’s for devices that hayle not been shown to

be safe and effective and that do not otherwise meet the statutory criteria for approval.

Under $814.15, an applicant may submit in support of u PMA studi~s from research conducted

{

outside the United States, but an applicant must explain in detail any cliff .rences between standards

used in a study to support the PMA’s and those standards found in the D claration of Helsinki.

Section 814.20 provides a list of information required in the PMA, inclu ing: A summary of

1
information in the application, a complete description of the device, tech ical and scientific

information, and copies of proposed labeling. Section 814.37 provides re uirements for an applicant

tiho seeks to amend a pending PMA. Section 814.82 sets forth postappro al requirements FDA

1may propose, including periodic reporting on safety effectiveness, and re iability, and display in

the labeling and advertising of certain warnings. Other potential postappr val requirements include

the maintenance of records to trace patients and the organizing and indexing of records into



identii’iablc files to cnablt m,+m

continucc! sfifety and effmtil cness

II. FDA Modernization Act of 1997

The FDA Modernization Act of 1997 (FD,AMA). cnactcd on Novt

implement revisions to the act, streamlines the process of bringing safe

devices, and other therapies to the U.S. market. Several provisions of II

process and impact collection of information have been or will be implt

discussed as follows.

Section 201 (b) of FDAMA amends section 5 15(cI) of the act to all~

from investigations of earlier versions of a device. in support t)f a safctj

determination for a PMA. The data is valid if modifications to earlier V(

device, whether made during or after the in~csti:ation. do not constitute

would invalidate the relcvancc of [hc data. This section also allows for I

or information relating to an approved device that are relevant to the de

of a device for which an application is pending, provided the data are

the act (i.e.. avail~ble by right of reference or in the public domain).

Section 202 of FDAMA amends section 5 15(d) of the act to state t

special review, which can include expedited processing of a PMA appli

intended to treat or diagnose life threatening or irreversibly debilitating

Section 205(a) of FDAMA ~mends section 513(a)(3) of the act (21

allow sponsors planning to submit a PMA to submit a written request to

determine the type of information (valid scientific evidence) necessary 1

of their device. FDA must meet with the requester and communicate in

determination of the type of data that will be necessary to demonstrate t

days after the meeting.

I<sIlr:incc (It’the dc~-i~’c”s

f periodic rcp~~rts,

)er 21, 1997, to

~ effective drugs. medics

~ct that affect the PMA

‘nted by FDA and are

submission of data

Id effcc[iveness

ons of the investiga ional

significant change that

submission of data

1 and intended use

able for use under

FDA will provide

on, for certain devices

~ases or conditions.

S.C. 360c(a)(3)) to

IA for a meeting to

upport the effectiveness

ting the agency’s

ctiveness within 30
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Section 2(.)5(C) 0[ FDA\l, \ amends sccti(~n ? l~(d) of [llr :lC[ [t) s[a[t‘th~i[i’>1:~Nl~p]i’IIWIltS

are requimcl for all changes thtit affect stifety or- effcctivcness, Ull]CSS SLICh change in~olves

modifications in a manufacturing procedure or method of manufacturing . Clearance for this

information collection, included within a proposed rule, has already beer sought hy FDA in an

earlier document (63 FR 20558, April 27, 1998).

Section 205(c) of FDAMA amends section 5 15(d) of the act to allo\ v for approval of

incremental changes in design affecting safety and effectiveness based orI nonclinical data that

demonstrate the change creates the intended additional capacity, function , or performance of the

device; and clinical data included in the original PMA application or any supplement to that

application thot provides reasonable assurance of safety and cffecti~eness ,. If needml, FDA may

require a sponsor to submit nmr clinical datti to demonstrate safety and e:‘festiveness.

Section 207 of FDAMA amends section 513 of the act to allow an applicant who submits

a premarket notification submission (5 10(k)) and receives a not substanti: dly equivalent (NSE)

determination, placing the dc~ice into a class 111category. to request FD} ~ to classify the product

into class I or II. The request must bc in writing and sent within 30 days mm the receipt of

the NSE determination. Within 60 days from the date the written request is submitted to FDA,

the agency must classify the device by written order.

If FDA classifies the device into class I or II, this device can be use( 1 as a predicate device

for other 510(k)’s. However, if FDA determines that the device will remz .in in class 111,the device

cannot be distributed until the applicant has obtained an approved PMA c~ran approved

investigational device exemption.

Section 208 of FDAMA amends section 513 of the act to allow PM14 applicants to have

the same access as FDA to data and information submitted by FDA to a c:Iassification paneI, except

data not available for public disclosure; the opportunity to submit in fornx ~tion based on the PMA,

through FDA, to the panel; and the same opportunity as FDA to participa .te in panel meetings.
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1Section 209(b) of FD~l\lA amends scctif~n 5 15(d) of [hc au[ to >[a[c th:~[ FD:\ must. up(-)n

the written request of the applicant, meet with that part>’ t{i[hin 100 da}. O( rwcipt ot the fild

PMA tipplicotion to discuss the review status of [hc application. With (hc concurrence of the

applicant, a different schedule may be established. Prior to this meeting, FDA must inform the

applicant in writing of any identified deficiencies and what informatit)n is required to correct [hose

deficiencies, FDA must also promptly notify the applicant if FDA identi fies additional deficiencies

or of any additional information required to complete a,gcncy review. ~

FDA estimates the burden of this collection of information as follo VS:
\

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN I I

21 CFR Section

_i3 ?:] _T?/:. (q;:

—.~——__. /-___.._. .-..-..1..--....––.
814.15, 81420, and 814.37
814.82
814.84
Total

1There are no capital costs or opc?rat!ngand maintenance costs associated with Ihls collection of inform t!on.

TABLE 2,—ESTIMATED ANNUAL RECORDKEEPING BURDE 1
t

21 CFR Section No Of Annual
Frequency per

I

Total Ann al Hours per
Recordkeepers Records Recordkeeper

Total Hours
Recordkeeping

814.82(a)(5) and (a)(6) I 814 I 1 I 814 ~1 16.7 I 13,594
Total 13,594

1There are no capital costs or operating and maintenance costs associated with this collection of Inform tlon
Note: Statutory burden is not included on the burden charl. t

III. Reporting/Disclosure

The reporting burden can be broken out by certain sections of the P A regulation: (1)

I

$814. 15–Research conducted outside the United States, (2)$ 814,20-– application, and (3)

$ 814.37—PMA amendments and resubmitted PMA’s,

The bulk of the burden is due to the previous three requirements. In~luded in these three

I

requirements are the conduct of laboratory and clinical trials as well as t e analysis, review, and

physical preparation of the PMA application. FDA’s estimate of the hou ,s per response (837.28)

1was derived through FDA’s experience and consultation with industry a d trade associations.

Included in these three requirements are the conduct of laboratory and cl nical trials as well as



the tinalysis. rc\ic\t, dnd ph]sicd] prcparatl(ln t

the 1985 studj-. that these requirements xcoun

monufacturcrs.

IV. $ 814.39—PNIA Supplements

Clearance for this information collection, included uithin a proposed rule, has alrcad~’ ken

sought by FDA in an earlier document (63 FR 20558),

V. 5814.82—Postapproval Requirements

Postapproval requirements concern approved PMA’s for de ficcs th,at were not reclassified and

require an annual report. In [he last dccadc ( 1988 to 1997). the range of PM.-1’s tihiuh fit [his

category a~rcraged approxirnatel} 37 prr >ew (70 pcrccnt of the 52 annual submissions). Most

appro~red PMA’s hti~e been subject lo sornc restriction. ,~pproxi]mately half of the average

submitted PM,\’s (26) require associated post~ppro~al information (i, c., clinical trials or additional

preclinictil information) that is labor-intcnsi~e to compile and complete, and [he other PMA’s

require minimal information. Based on its experience and on consultation with industry, FDA

estimates that preparation of reports and informtition required by this section requires 4,983 hours

( 134.68 hours per respondent).

VI. $ 814.84—Reports

Postapproval requirements described in $814.82 require a periodic report. FDA has determined

respondents meeting the criteria of $814.84 will submit reports on an annual basis. As stated

previously, the range of PMA’s fitting this category averaged approximately 37 per year. These

reports have minimal information requirements. FDA estimates that respondents will construct their

report and meet their requirements in approximately 10 hours. This estitnate is based on FDA’s

experience and on consultation with industry. FDA estimates that the periodic reporting required

by this section will take 370 hours.
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\’II. Recordkeeping

‘~]:c~WOdkWplllg bLlr&2n in this section in~ ()]~”cs lhc mailllcnance of rWOrdS to tract paticllts

and the organization and indexing of records into idcntit’iable files to ensure the de~ice’s continued

safety and effectiveness. These rcquircmcnts are to I-wpcrfot-mcd only by those manufacturers ~vho

have on approved PMA and \vho had original clinical research in support of that Phf.-l. For a

typical year’s submissions, 70 percent of the PMA’s are eventually appro~ed and close to 100

percent of those have original clinical trial data. Therefore. about 37 PMA’s a year (52 annual

submissions times 70 percent) would be subject to these requirements. AISO, because the

requirements apply to all active PMA’s, all holders of active PMA applications must maintain

these records. PMA’s have been required sinm 1976, so there arc w-oLlnJ S 14 active PM,-\ss that

coLIld be subject to these requirements (?2 j’eors x 37 pcr j’car). Each study has approximatc]j’

200 subjects. and. at an average of 5 minutes per subjec[, [here is a total burden pm study of

1.000 minutes, or 16,7 hours, The ag:rcgate burden fi)r al] 814 holders of approved ori:inul PMA

therefore. is 13.594 hours.

The applicant determines which records shou]d lx maintained during product development

s,

to document and/or substantiate the dc~ice’s safety tind effectiveness, Records required

current good manufacturing: practice/quality s>stcms regulation (21 CFR, part 820) may

by the

bc relevant

to a PMA review and may be submitted as part of an applic~tion. In individual instances, records

may be required as conditions to approval to ensure the device’s continuing safety and

effectiveness.

Respondents to this information collection are persons filing an application with the Secretary

of Health and Human Services for approval of a class III medical device. Part 814 defines a person

as any individual, partnership, corporation, association, scientific or academic establishment,



8

manu~acturers of cotmImcrci Ol medical de~iccs in dislrib L[tion prior [0 klu)’ 28, 1976 (tht cnactmrI)t

date of the JNledical Device Amendments),

Dated: Januav 20, 1999.— .——

William K. Hubbard
Associate Commissioner for Policy Coordination

[FR D(x. 99–?’?’?’?FileLi ~~

BILLING CODE 4160-01–F

‘?’?-99: 8:45 am]
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